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DETAILED ACTION 

1. Formal Matters 

A. The Amendment filed 1 1/8/07 has been entered into the record. 

B. Claims 2-12 and 18-22 are pending. Claims 2-4 and 22 are the subject of this Office Action. 

2. Claim Objections 

A. The objection to claims 2 and 3 is withdrawn in view of Applicants' cancellation of claim 1. 

3. Claim Rejections - 35 USC § 112, first paragraph - scope of enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

A. Claims 2-4 and 22 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for a drug combination comprising lactoferrin and (1) a TLR3 ligand (e.g. poly I:C) 
and wherein the drug combination is (2) effective in mice, does not reasonably provide enablement for a 
combination comprising lactoferrin and (1) any non-TLR3 ligand or (2) for use in animals other than 
mice, Including humans. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention commensurate in scope 
with these claims. 

In In re Wands . 8USPQ2d, 1400 (CAFC 1988) page 1404, the factors to be considered in 
determining whether a disclosure would require undue experimentation include (1) the quantity of 
experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence 
of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
those in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the claims. 

The breadth is excessive with regard to Applicants claiming a drug combination comprising 
lactoferrin along with any non-TLR3 ligand. The specification only provides guidance as to the use of 
polyLC, which is a TLR3 ligand (see the Molecular Medicine, vol 40, 2003 reference on the 1449 
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submitted 6/12/06). Given the fact that polyLC is the only TLR ligand exemplified, it is not predictable 
that any non-TLR ligand would have the claimed effect of proliferating NK cells. 

Furthermore, the specification is only drawn to testing in mice and continually discloses that the 
invention is drawn to non-human animals. However, the claims are not limited to mice and, especially, 
not to non-human animals. Even if Applicants argue that experiments in mice are indicative of success in 
other animal species, they would still need to limit the claims to no-human animals, unless an argument 
can be made to the contrary. 

For these reasons, the Examiner holds that undue experimentation is required to practice the 
claimed invention. 



4. Claim Rejections - 35 USC § 112, second paragraph 

A. The rejection of claims 2-4 is withdrawn in view of Applicants' cancellation of claim 1. The 
Examiner agrees with Applicants that no separate rejection under 35 USC 102 was made over Wang et al. 



5. Claim Rejections - 35 USC §103 

A. The rejection of claims Claims 2-4 over Wang in view of Schmidt has been withdrawn in view of 
a new rejection under 35 USC 103 

B. Claims 2-4 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Wang et al. in 
view of Schmidt et al and further in view of Decicco et al. The claims and the teachings of both Wang and 
Schmidt are seen on page 3 of the Office Action mailed 8/10/07. In that rejection it was stated that no 
dosages were taught by the references. However, upon further review, Wang do teach (page 1023, left 
column) that 300 mg/kg of lactoferrin was adminstered to mice from days 11-3 (9 days); therefore, 
meeting the limitations of the claims. Neither Wang nor Schmidt teach administering a TLR ligand at the 
claimed dosage or for the claimed time period. 

However, Decicco do teach a single intraperitoneal administration of 20 micrograms pIC to 148 
gram rats (see section entitled "Experimental Design for Animal Experiments"). This dose is 
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approximately 140 micrograms/kg/day as claimed by the instant invention. The motivation to combine 
these references is given on page 3 of the Office Action mailed 8/10/07. 

For the record, it is noted that the claims do not require that the TLR ligand proliferate NK cells, 
only that the combination does. Therefore, even if Schmidt teaches activation and not proliferation of NK 
cells (though this point is not argued by Applicants), the combination of TLR ligand and lactoferrin 
would be expected to proliferate NK cells since it was know in the art that lactoferrin, itself, proliferates 
NK cells. 

6. Conclusion 

A. No claim is allowable. 



Advisor}' information 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Robert Landsman, Ph.D. whose telephone number is (571) 272-0888. The examiner can 
normally be reached on M-Th 10 AM - 7 PM (eastern); alt F 10 AM - 6 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Manjunath Rao can be reached on 571-272-0939. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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